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l W3ITLIHITEIHA ATERUNR NC NEKAPCTBATA

1. HME BA JIEKAPCTBEHUSA ITPO I.[YRT leamﬁa xapaxrrmpucmuxa Ha NPOgYKmMa - ﬂpummaHua f
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Punocron 0,1%kanku 3a Hoc, pa3TBop Kom Poz. Ne .o WA T 05
Rhinostop 0,1% nasal drops, solution
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B 1 ml pa3TBOp Ce ChABPIKA AKTHBHO BELIECTBO KCHJIOMETA30IMHOB xuapoxsiopux (xylometazoline
hydrochloride) 1 mg.

[ToMOIIHK BEIIECTBA C H3BECTHO AEUCTBUE: OCH3ATKOHUEB XJIOPHA H Ap.
3a NBJHHUS CIIMCHK HA MOMOILHUTE BEUIECTBa, BHXKTE TouKka 6.1.

3. JJEKAPCTBEHA ®OPMA

Kanku 3a HoC, pa3sTBOp
4. KJHAHWYHHA JAHHHA

4.1 TepaneBTHYHH NOKA3AHKA

Puxocton 0,1% xankm 3a HOC € NpefHA3HAYCH 32 MPHIOAEHHE MPY BB3PACTHH Y Ieila Haj 12
rOJAMIIIHA BH3PaCT.

o 3a CUMNTOMATHYHO NOBJHsABaHE Ha Ha3ajlHa KOHIeCTHA [pPH OCTHP, Ba3OMOTOPEH H
ajiepruyeH pUHHUT;

° 3a moanomaraHe JpeHaxka Ha CEKPETHTE NMPH Bb3NAIEHHE HAa NMapaHa3aIHUTE CUHYCH;

. B komIuekcHara Teparnus Ha otitis media npH OCThP, Ba30MOTOPEH M aJIEprHyeH PHHHT 3a

IE€KOHreCTHsA Ha Haso(apuHreaiHaTa JIMraBHLA.

4.2, J103HpOBKA H HAYHH HA NPHJIOAKECHRE

Hdo3npoBka
[To 1-2 xanku OT pa3TBOpa BLB BCAKA HO3/pa 2-3 MbTH AHEBHO.

[1poaLAKHTEIHOCT HA TepanusiTa: JledveHHeTO C JiekapcTBEHHA NMPOAYKT He TpAOBRa 1a
npoab/kasa rnoseve or 10 axau (Brx Touka 4.4 “Cneumnaniy npexynpexKaeHua U npearasHy MEpKU
npu ynorpeba“). He TpabBa xa ce npeBuinaBa npenopbyaHaTa JHEBHA J03a MPU MALIMEHTH B
HanpeaHala Bb3pacT.

HauuH Ha [IPANIOXKCHAC. HAa3aTHO.

4.3 IIpoTHBONOKA3aAHHN

- CBpBXUYBCTBHTEIIHOCT KbM AKTHBHOTO WIH HAKOE OT MOMOLLHUTE BELIECTBA,
. [TauneHTH ¢ TpaHccheHONAATHA XUTOPHUIEKTOMHUS UITH NIPH XUPYPrUYHH H
eKCcno3uuMa Ha dura mater;

. ATpodU4YeH PUHHUT;

. [ToBMILIEHO BLTPEOYHO HanArae (riaykomay).




4.4 CnenrantaH npeaynpexienns H NpeAna3Hay MEPKH

[Tpu nauueHTH Che CUHAPOM Ha yabmkeH QT uHTEpBan, NeKyBaHH ¢ KCWJIOMETa30/IMH, MOKeE J1a
MM4 MOBHILEH PHUCK OT CEPHO3HH BEHTPHUKYJIAPHHA apUTMHKH.
KcunoMeTasonmH ce npuiara JJOKaJHO M HE C€ O4aKBa NMosSBaTa Ha CUCTEMHHU edekTH. Brrpeku
TOBA, ThH KATO TOH Ce OTHACA KbM CPEJCTBATA ¢ U3PA3CHO CUMITATUHKOMUMETHUYHO JEUCTBHE, €
HeoOX0AUMO C BHUMAHHE [a C¢ IpUNAara npu nauveHTH C.
¢ DPHTBMHH CBHPACYHH HAPYLLUCHUS,
apTEpHATIHA XMIICPTOHHNA,
HCXEMHYHA DONECT Ha ChPLETO;
XHIMEePTHPECOUAHNILM,
XHUIepTpodHus Ha NpocTarara,
aunaber;
¢$HeOXpOMOLMTOM;
NMalMEeHTH, JIEKYBaHH ¢ MOHOaMUHOOKcHIa3HU UHXUbOUuTOopu (MAOMH) U npuemanu TakKpa

npe3 nocineaHuTe 2 ceaMuLn (BHKTe TOMKa 4.5 ,,B3anMoaencTere ¢ Ipyru JIEKapCTBEHH
NPOAYKTH K ApYTH POpMH Ha B3aUMOJCHCTBHE ™).

[Ipy HAKOH NALMEHTH CUMIIATHKOMUMETHLIMTE, BKIIIOYMTETHO U KCHIIOMETa30JIMH, MOraT Ja
NMpeAHU3BHKAT MO-CWIEH OTFOBOP KbM ajpeHeprHyHarTa CTUMYJlaluus, KOHTO CE MpOsABABA CbC
CAEIHUTE CUMITTOMHM: OE3CHEHHE, CBETOBBLPTENK, TPEMOP, ChpAeyHa apUTMUs, XUnepTeH3ud. [Ipu
T€3H MALMEHTH KCHIOMETA30JIMH TPAORA Aa C€ U3M03Ba C MOBHIIEHO BHUMAHKE.

JleueHHeTO ¢ KCHIOMETA30JIMH HE TpaOBa Na npoab/pkaBa nmoeeue ot 10 AHU. AKO caea Kypca Ha
JeYCHHE CUMIITTOMMTE NMPOAB/DKABAT, € HeoOXOAUMO Ja ce Npepasrieia JEUYSHHETO.
[Tpoab/okuTENnHAaTA WIM NIpEKANEeHO YecTa ynorpedba MoXKe Ja NMpeaH3BUKA peaKTHBHA XUIIEPpEMUS
Ha Jurasuvuara, rebound — kOHrecTHs M aa noBeae A0 HEOOXOAMMOCT OT NO-4YECTO MPUWIOHKEHHE Ha
npoaykra. B Te3u cnyuan Moxke aa ce pasBUE aTpo(dHs HA HOCHATA JIMTABHLIA.

JlekapcTBEHHAT NPOAYKT ChALPkA OeH3zaikoHUEB Xyopui. [IpoabmkurenHara ynorpeba Moxe fa
MPUYMHK €0EM Ha HOCHATA JTMFraBHLIA.

4.5. BianmogeiicTBHe ¢ ApYTH JIeKAPCTBEHH NPOAYKTH H APYrH ¢OpMA B3aHMOJEeHCTBHA

MoHOoaMHHOOKCHAA3HH HHXHOHTOPM!

KcuioMeTazoluMHbT MOKeE J1a MOTEHHPA NeHCTBHETO HA MOHOAMHWHOOKCHIa3HUTE HHXHOKTOPH H
Jla IPOBOKHpA XUNEPTEH3UBHA KpH3a. KCUIOMETa30HHLT HE Ce NPenopbyBa NpH NalueHTH, KOUTO
npyeMaT wiu ca npueMand MAOH npez nocneanure 2 ceamuu (BmxTe Touka 4.4 ,,CneunanHu
npeaynpexXACH!S U NMPeaNna3sHu MEPKH NpH ynoTpeda“).

Tpu- 1 TeTpauUKIHYHH AHTUACNIPECAHTH:

CenbTCTBALIATA YNIOTPEOA HA TPU- U TETPALIMKIIMYHHA AHTHAETIPECAHTH CbC CHMIMIATHKOMHMETHYHH
NPOAYKTH MOXKE /1a YBEJIHMH CUMIMATHKOMHUMETUYHHA €(EKT Ha KCHJIOMETA30/IMHA, NOPa/IH KOETO
HE ce mpenopbyBa.

4.6. Pepruanrer, bpeMeHHOCT H KhpMeHe

bpemeHHOCT
C orjie] NOTEHUHATHUAT CHCTEMEH Ba3OKOHCTPHUKTOpeH edekT Ha PHHOCTON Kanky 3a HOC €

MpENnoOpPeLYHUTENHO NPETIAPATET Aa HE C€ U3I0JI3Ba 110 BpCME Ha 6PEMEHHOCT.

KbpmeHe
HsiMa nanHH 32 HAKAKBY HEXKENAHM ePEKTH BLPXY KbpMaueTo. He € U3BECTHO aanu

KCHJIOMETA30THHOBHAT XMAPOXJIOPH/ CE EKCKPETHPa B KbpMAaTa, Nopagd KOeTo Tpade
BHHMMaBa U PHHOCTOI KankM 3a HOC Aa Ce U3INO0J3Ba €AUHCTBEHO O] JIEKAPCKHM KOH
Ha KbPMEHE.

PepTUIHTET




Hsama goctathyHO AaHHM 32 edekTa Ha PHHOCTON Karnku 3a HOC BbPXY QEPTWIHTETA, KAKTO H HAMA
JAHHH OT NPOBEACHHU MPOYUBAHHA BHPXY KUBOTHM. CHCTEMHATa €KCNO3KMLIMA HA KCHJIOMETA30HH €
MHOI'0O HHCKa, MHOIO MAJIKa € BEPOATHOCTTA 3a €(eKTH BbpPXY (PEepTHUIIUTETA,

4.7 EdexTn BLpXYy cnocobHoCcTTa 3a modHpaHe H pabora ¢ MAIHHA

PuHOCTOMN KankH 3a HOC HE MOBJIXABA WIH NOBJIMABA NTpeHeOpexuMo crnocobHOCTTA 3a WodHpaHe U
paboTa ¢ MallVHA.

4.8 Hexxe/1aHH JIEKAPCTBEHH PeaKIHH

Hexenanurte peakuyu ca n3bpoeuu B choreerctene ¢ MedDRA cuctemo-oprania knacu@ukauus v

1o yectoTa. Kateropuure 4ecToTH ce onpeaeaaT Kato: MHoro yectu (> 1/10), uectu (> 1/100 go
<1/10), geuectH & 1/1 000 no <1/100), peaxu (= 1/10 000 go <1/1000), muoro peaxku (<1/10 000), c
HEU3BECTHA YecTOTa (OT HAJIMYHHUTE JaHHH He MOXKe J1a ObJe HanpaBeHa OLCHKa).

Hapyuienus Ha UMYHHaTa CUCTEMA
Mrno2o peOxu: peakLMa Ha CBPbX4YBCTBHTEIHOCT (aHrMoeaeM, OOpHB, NpypHUTYC).

HapyiieHHa Ha HEpBHATA CHCTEMA
Yecmu: rnasobonue.

HapyineHus Ha o4uTe
MHozo pedxu: TPaH3UTOPHH 3PUTEIIHH HAPYILIEHHUS.

CbpaeuHH HApYUICHUA
Mnozo pedxu. apUTMHYHA WIH YYECTEHA ChbpaeqHa EHHOCT.

PecnupaTOpHH, TPBAHYU H MEANACTHHATHH HAPYIICHHUS
Yecmu: Ha3allHa CYXOTa WJIH Ha3aleH JUCKOMOPT.
Hevecmu: enUCTaKCHUC.

CToMaluHO —4pEeBHH HapylLUEHUS
Yecmu: ranede.

O6u1M HapyuieHUs M eeKTH Ha MACTOTO HAa MPHUIOKEHHE
Yecmu. 4yBCTBO Ha NAPEHE HA MACTOTO Ha IPHUJIAraHe.

CoobiaBaHe Ha MOA03HPAHH HEXENTaHH peakLHH

Cpobi1taBaHeTO Ha NMOJO3ZUPAHH HEXEJTAHK PEAKLMH Clle]l paspeLiaBaHe 3a ynotpeba Ha
JIeKapCTBEHHA NPOAYKT € BaKHO. TORa No3BoNsABA Ja NPOABIDKHY HAOIIOAEHUETO HA
ChOTHOLIEHKETO MOJ3a/PUCK 38 IEKAPCTBCHUA NPOAYKT. OT MEAULIMHCKUTE CIIELIMATIUCTH CE
H3MCKBa Ja cboOIaBaT BCAKA MOJ03UpaHa HEXKENaHa peakuus uype3 M3nbaHUTeNnHa areHuUsa no
nexkapcetnara, ya. Haman ['pyes Ne 8, 1303 Codnsg, ten: +359 28903417, yebcaiiT: www.bda.bg

4.9 [Ipexosupane

[Ipn TO4HO cna3BaHe Ha A0O3MPOBKATA U MPOAB/IKUTEIHOCTTA Ha JICUCHHE MMPEAOIUPAHE HE CE

o4YakBa. Pyck OT npenos3npaHe cbUIECTBYBA NPH JELa, NOPaaN KOeTo TpabBa Aa ce P3Ad] o
npeAHa3HAYE€HATa 32 THX KOHLEHTpaLMA Y NeYEHHUETO ia C€ NMPOCNEAABa OT JIEKap YS"'»“
CHMITOMHE: TIpH Npe03upaHe WM CIIYYAHHO HOTNbLIAHE MOraT aa ce HabaoJied
CHMIITOMM: CHJIHA 3aMasHOCT, H3MOTABAHE, CIIHO MOHWKCHHE HA TEeIeCHATA TEMATE
rnapobosine, Opasvkapaus, XUNepTeH3ud, NOTHCKAHE Ha JWILIAHETO, KOMA, KOHE
XunepreHauaTa Moxe 1a Obae nNoc/sieABaHa OT XHMOTEH3HS.




Jlewenue: [TPH NorjiblUaHE — NPOMHUBKA Ha CTOMAXa, AKTHBCH BBIJICH. HPOBE)KHE cC
CAMITTOMATHYHO JICUCHHCE.

5, GOAPMAKOJIOTNMYHU CBOUCTBA

5.1 DapMAKOAHHAMHYHH CBOHCTBA
@apMaKOTEPANECBTHYMHA rpyna: JJeKOHreCTaHTH U ApYry NPOAYKTH 3a JOKATHO Ha3aIHO
npwioxkeHue. ATC-kon: RO1AAQ7

KcWwioMeTa3olMH € HMHAA30JI0BO NPOH3BOAHO C MPAKO a-aIpEHOMUMETHYHO JEHCTBHE.
CTuMynHpa a-aApeHEPrudHUTE PELENTTOPH, JIOKATM3UPAHH B CTEHATA HA KPBbBOHOCHHUTE CHAOBE Ha
HOocHATa U japHHIrea HaTa JYMraByila 4 NpeIH3BUKBA BA3OKOHCTPUKLMA. B pe3ynTar Ha ToBa ce
HaMaJIABa XUIIEPEMHUATA HA TUraBuuaTa u cekpeuuara. [lonobpsara ce MpoxoaUMOCTTa HA HOCHHUTE
X0JI0BE U cyOeKTHBHATA CUMNTOMATUKA. EQEeKTHT Ha KCHJIOMETA30IMH HACTBIIBA 2 MUHYTH CIIEA
[IPANOXKEHHETO U NpOaALIKABA A0 12 yaca.

CbrnacHO JaHHH OT MPOBEACHOTO ABOHHO CJIAIO, KOHTPOJIUPAHO MPOYUBAHE CIIPAMO
(pH3HOJTOrdUeH pa3TBoOp NPH NALMEHTH C NPOCTYa, Ype3 pPHHOMAHOMETPHYHO H3CIE/ABAHE, €
JOKa3aH 3HAMMTENHO NO-400bp AeKOHrecTUBEH €PeKT Ha_PHHOCTON KarkH 3a HOC , KAaTo
oTOBOBaHETO HA HOCHATA JIMraBHIla C€ MOCTHIA ABA ITHTH MO OBP30 NMPHU NALMEHTH, JIEKYBAHH C
PuHocToOn KankH 3a HOC B CpaBHEHHME ¢ rpynara O0/IHYU, TpETHpaHH C PU3NONIOrHYEH Pa3TROP,
CMATAHO OT 5-aTa MHHYTA CJIe]l HAMAIOTO HA JICYEHHETO,

PHHOCTON KanKH 32 HOC ¢€ NoHacA A00pe AOPH OT NALMEHTH C YYBCTBMTE/IHA JIMMABHLIA U He
HapyLlaBa MYKOLMIHapHaTa PyHKLHA.

In vitro npoy4uBaHHusA NOKA3BAaT, Y€ KCWIOMETA30JHHBET HaMalaBa BH3MNAJIMTE/IHATa AKTUBHOCT Ha
YOBELIKUA PUHOBHPYC, NPUUHHHTEN HA NMPOCTYAHH 3ab0ISIRaHHA.

5.2 OapMaKOKHHEeTHYHH CBOHCTBA

[Ipr nokanHO NpHUNOKEeHHE B NPENOPBHUBAHUTE JOIHPOBKU HE CE€ OUAKBa JOCTHIAHETO HA MU1a3MEHHM
KOHLIEHTPALIMM, KOUTO Ja UMAT KIIMHUYHO 3HAYECHHE.

3.3 IIpeakaHHAYHHA JAHHH 32 0€30NACHOCT

KcunomeTasonMH ce OTHAcid KbM BELIECTBATA ¢ HUCKA TOKCHYHOCT. LDS0 npwu cybkyTanHo
NnpyIoXKeHUue Ha rbxoee € 450 mg/kg T.M.

[MpegKMHHUYHKUTE A2HHH HE MOKa3BaT creLU(pUIHN PUCKOBE 3a XOpaTa Bbh3 OCHOBA Ha
KOHBCHLMOHAJIHHUTE (HapMAKOJIOrHYHHA U3NMHUTBAHUA 3a 6€30MacHOCT, TOKCHYHOCT MPH MHOMOKPATHO
[pHaraHe, reHOTOKCHYHOCT, KAHLEPOreHEH MOTEHUHAN U PENPOAYKTHBHA TOKCHYHOCT U
pa3BHTHE,

6. PAPMAIIEBTHYHH /JAHHH

6.1 CnHMchK HA TOMOUIHHUTE BelllecTBA

Harpues xiopu
Huconuym EATA, HCI
TpuetaHoIaMHH
beH3aIKOHHER XJIOpHU]
[IpeuncTena Boaa

6.2 HechbBMECTHMOCTH

He ca u3BecTHH.




6.3 Cpok na roasoct
2 (1Be) rOaMHH.
6.4 CnenHAIHH Y(JIOBHH HR ChXpPAHEHHE

B opuruHanHarta onakoBka, Ha 3alMTEHO OT CBET/IMHA MACTO, NPH TeMrepaTtypa nox 25°C.

6.5 Bua u ChLALPXKAHHE HA ONAKOBKATA

[To 10 mn pasTBOp B OyTWIKA OT NOJIMETHIEH C KallayKa C OCHI'YPHUTENIEH PLCTEH, No 1 6yTinka B
KapTOHEHA KYTHH, 3a¢AHO C OTKAMBALIO YCTPOHCTBO H JIMCTOBKA.

6.6 CnennanBg npeAnasnd MEPKH NpH HIXBLPJIAHE

Hsama crienMaiiHH H3HCKBaAHMA.

7. IIPUTEXATEJI HA PAJPELIEHUE 3A YIIOTPEBA

COOPAPMACH ITUTIOC EOO
6yn. Poxen Ne 16, 1220 Cogpua, brarapus

8. HOMEP HA PAZPEINIEHHUETO 3A YIIOTPEBA

Per Ne Punocton® 0,1% kanku 3a Hoc, pasrsop — 20020086

9. HATA HA ITHPBO PAZPEINABAHE/ IOAHOBSABAHE HA PAZPEHIEHHETO
3A YIIOTPEDBA:

JlaTta Ha pa3peiuaBane:24.01.2002

JlaTa Ha nocnearo nogHoBABaHe: 28.09.2007

10. JATA HA AKTYA/INZIUPAHE HA TEKCTA:

HexemBpu 2025




